














































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































S T - UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
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APR 2 4 2008
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES
@
Dr. Andy Wang
Regulatory Affairs Manager

ICL-IP America, Inc.
420 Saw Mill River Road
Ardsley, NY 10502

Re: PMN P-09-0135
Dear Dr. Wang:

This letter concerns the above-referenced premanufacture notice (“PMN”) which you
submitted pursuant to section 5(a) of the Toxic Substances Control Act (“TSCA”) and 40 CFR

Part 720. The PMN described the chemical substance as IR

The Environmental Protection Agency (“EPA”) has determined, under section 5(¢) of
TSCA, that available information is insufficient to permit a reasoned evaluation of the potential
environmental and human health effects of the PMN substance. Further, EPA has determined,
that the manufacturing, processing, distribution in comnierce, use, or disposal of the substance
may present an unreasonable risk to human health and the environment. This letter provides you
with the basis of EPA’s determinations and describes your options in light of these
determinations. '

Based on the physical/chemical properties of the PMN substance and test data on
structurally similar substances, the PMN substance is a potentially persistent, bioaccumulative,
and toxic (“PBT”)' chemical. EPA estimates that the PMN substance will persist in the
environment more than 2 months and estimates a bioaccumulation factor of greater than or equal
to 1,000. During review of the PMN substance, the Agency identified the following health
concerns with the PMN substance: Concern for dermal sensitization based on test data on the
PMN substance; concern for liver toxicity and neurotoxicity based on test data on -
compounds; concern for mutagenicity based on test data on an analog that had positive results
for sister chromatid exchange and in a mouse lymphoma assay; concern for developmental
toxicity based on 8(e) test data; and concern for oncogenicity based onEEE—_GS S

!See www.epa. goviopptintr/newchems/pubs/chemcat.him, www.epa.gov/opptintr/newchems/pbtpolicy him. and
64 FR 60914, Nov. 4, 1999,

Internet Address (URL) « htip:/iwww.epa.gov
Recycled/Recyclable «Printed with Vegetable OFf Based Inks on Recycled Paper (Minimum 25% Postconsumer)
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In addition, based on acute test data on the PMN substance, EPA expects chronic toxicity
to aquatic organisms to occur at a concentration of 6 parts per billion of the PMN substance in
surface waters. EPA expects releases of this PMN substance to water to result in surface water
concentrations significantly exceeding that concern level. During use operations, surface water
concenirations are estimated to reach 23 parts per billion, and exceed the chronic COC for 67
days per year.

Given EPA’s determinations under section 5(e), EPA will regulate this substance pending
the development of sufficient information. Your company has three options available.

Option 1. Your first option is, before commencing any manufacture or import of the
PMN substance, to develop and submit data according to the testing scheme charted below. The
potential for persistence (P), bioaccumulation (B) and toxicity (T) are each weighed in the
Agency’s risk assessment. The testing strategy outlined below is based on the November 4,
1999 PBT policy statement and is intended to establish or refute the PBT potentials of the PMN
substance. The first tier of tests addresses persistence, the second tier addresses
bioaccumulation, and the third tier focuses on toxicity, but includes testing to address any
remaining environmental fate issues. A chemical’s PBT classification is determined from a
combination of these three testing tiers.

Once a chemical becomes distributed in the environment at low concentrations, the
properties of persistence and bioconcentration can result in residues high enough to approach a
toxic dose in organisms. The first two testing tiers focus on P and B because of the critical role
these aspects play in PBT determinations and because of their lower cost. Thus, chronic toxicity
testing, which is expected to be the most expensive testing, is reserved until Tier 3 where it
serves to determine whether a chemical meets EPA’s PBT criteria for new chemicals. Although
the early tier P and B testing may cither obviate the need for toxicity testing or result in more
directed and cost-effective toxicity testing, the need for toxicity testing can be considered in each
testing tier.

Test data on the PMN substance found that the measured Log Octanol-Water Partition
Coefficient (Log Koy of the PMN substance is 5.6. Because this value is >= 4.2, the testing
stratcgy below starts with Tier 2. After the second tier of testing is submitted, EPA will review
the data and determine the appropriate regulatory action. If the testing indicates a continued
concern for persistence, bioaccumulation and toxicity, EPA may request you to conduct further
testing identified below in Tier 3. Other health testing may also be considered where
appropriate.

Tier 2. Biodegradability and Bioaccumulation

o Fish bioconcentration factor (BCF) test BCF (OPPTS 850.1730/OECD 305). The measured
BCF should be based on 100 percent active ingredient and measured concentration(s).
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Tier 3. Toxicity/advanced environmental fate testing.

e Combined repeated dose oral toxicity with the reproductive/developmental toxicity screening
test (OPPTS 870.3650, OECD No. 422} in rats.

e Fish carly-life stage toxicity test (OPPTS 850.1400/OECD 210) conducted using the
continuous renewal method due to the low solubility of the PMN substance.

e Daphnid chronic toxicity test (OPPTS 850.1300/0ECD 202) conducted using the continuous
renewal method.

EPA strongly encourages you, before performing any testing, to consult with the Agency
pertaining to protocol selection. Many test guidelines are now available on the Internet at
www.epa.gov/opptsfrs’home/guidelin htm. Although the guidelines provide general guidance
for development of test protocols, they are not themselves acceptable protocols. Test data should
also be developed according to TSCA Good Laboratory Practice Standards (“GLPS”) at 40 CFR
Part 792 and through the use of methodologies generally accepted at the time the study is
initiated. Failure to obtain protocol approval or follow GLPS could result in data insufficient to
permit a reasoned evaluation of the effects of the substance. Any test data submitted should
include a certificate of analysis, protocols, raw data, and results.

To pursue the first option, you must agree to suspend the PMN review period for a time
period sufficient to permit development and review of the additional information or test data.
Suspensions of the PMN review period are authorized by 40 CFR 720.75(b).

Option 2. A second option is, before commencing any manufacture or import of the
PMN substance may commence, to submit to EPA additional information on the potential
effects, releases, or exposures of the PMN substance that you believe may refute EPA’s finding
of potential unreasonable risk under section 5(e) of TSCA as described above. Upon Agency
review, such information may influence EPA’s determination of whether and how to regulate
this chemical substance and might substitute for some or all of the testing described in Option 1.
A suspension of the review period for a time adequate to allow for EPA to review the submitted
information may also be necessary for Option 2.

The Agency strongly encourages you to consider exploration of methods of source
reduction, pollution prevention, or recycling. The Pollution Prevention Act of 1990 and EPA’s
Pollution Prevention Strategy (56 Federal Register 7849, February 26, 1991), rank preferences in
methods of controlling chemical risks as follows: source reduction first, recycling second,
treatment third, and disposal last. The rationale for this ranking order is that, environmentally
and economically, it is usually better to avoid creation of a pollutant than to subsequently control
exposures and releases by shifting a pollutant among environmental media (e.g., water, air, land).
For additional information on pollution prevention, you may view EPA’s Pollution Prevention
Home-Page on the Internet at www.epa.gov/oppt/p2Zhome and utilize the Pollution Prevention
Information Clearinghouse at www.epa.gov/oppt/ppic, e-mail: ppic@epa.gov, (202) 566-0799.

Option 3. A third option is to withdraw your PMN. Such a withdrawal will not
prejudice any right to resubmit in the future a PMN or exemption notice for the same substance
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to EPA under section 5(a) or 5(h) of TSCA. A written notice of withdrawal must be sent to EPA
in accordance with 40 CFR 720.75(e).

Response to EPA in 30 days. Within 30 days of your receipt of this letter, please
complete and return to EPA’s Program Manager the enclosed “Selection of Regulatory Options”
form, which will notify EPA of your company’s decision as to which option it wishes to pursue.
If you decide to pursue certain options, you should also include a suspension of the PMN review
period on the enclosed form, as indicated there.

Failure to respond. If you do not complete and return, within 30 days, the enclosed
form indicating your décision and providing an adequate suspension of the review period to
pursue one of the above options, EPA will assume that you do not wish to pursue a negotiated
approach to the resolution of this PMN review. Under this scenario, EPA may unilaterally issue
a proposed Order under section 5(e) of TSCA that may completely prohibit the manufacture,
processing, distribution in commerce, use, or disposal of the PMN substance pending the
development of information sufficient to permit a reasoned evaluation of the effects of the
substance. Consequently, my staff would issue a notice under section 5(c) of TSCA extending
the PMN review period to 180 days to permit development of the Order under section 5(¢). In
addition, you would be contacted by a representative of the Information Management Division
(“IMD”), Office of Pollution Prevention and Toxics (“OPPT”), and required to substantiate all
Confidential Business Information (“CBI”) claims in your PMN as a condition of maintaining
the information as CBI.

Under the procedures in section 5(¢), EPA would issue the proposed Order no later than
day-135 of the PMN review period and, on or before the day the Order is issued, notify you in
writing of the substance of the determinations underlying the Order. The Order would become
effective upon the expiration of the review period, unless you file with EPA, within 30 days of
receiving the notification, formal objections to the Order specifying with particularity the
provisions of the Order deemed objectionable and stating the grounds therefore. EPA would
review the objections and decide whether to apply to a United States District Court for an
injunction to enforce the terms of the Order. This process is described fully in section 5(e} of
TSCA.

EPA contact. If you have any questions or comments, please contact Karen Chu, the
Program Manager for this PMN, at (202) 564-8773.

Sincerely,

24

i 4 Greg Schweer, Chief
New Chemicals Notice Management Branch
Chemical Control Division (7405 M)

Enclosure




SELECTION OF REGULATORY OPTION

FOR PMN P-09-135

I have reviewed the Agency’s letter dated _, which outlines the
regulatory options for the above-referenced PMN, and I select the following option:

] Option 1 - Upfront submission of before commencement of specified data before

commencement of manufacture
(suspension as appropriate)

L] Option 2 - Upfront submission of additional information before commencement of

manufacture
(suspension as appropriate)

[ option 3 - Withdrawal of PMN per 40 CFR 720.75(c)
' (no suspension necessary)

To provide time for implementation of the selected option, I request, pursuant to 40 CFR
720.75(b), a suspension of the PMN review period until the following date:

Date Signature

Name:
Title:

Company: ICL-IP America, Inc.

SAFTHPHGIREOL AT
HOHTA M ROV 2R IRUS
BUSINESS INFORMATION SAVICETA Y VEATVOG TOM 2800
)ES NOT CONTAIN NATIONAL  (£2851 O 3y MOITAMB YTINIDEE
GRITY INFORMATION (E.O. 12065) ‘




Focus Report
New Chemicals Program
PMN Number: P-09-0135

Focus Date: 01/15/2009 12:00:00 AM Report Status: Completed
Consolidated Set:

Focus Chair: Miriam Wiggins-Lewis Contractor: Christina Stanley
I._Notice Information

Submitter: ICL-IP America Inc. CAS Number:

Chemical Name:

Use: Flame retardant for polyurethane foam.
it is for use as a flame retardant for polymers. Analog 1s a flame retardant for
polyurethane foams.

Other Uses:

PV-Max: Kalyr

Manufacture: Import: X

Il._SAT Results

(1) Health Rating: 1-2 Eco Rating: 3 Comments: ;chronic only

Occupational: 1B Non-Occupational: 1 Environmental: 2

(1) PBT:2 2 2 Comments:

I1l. OTHER FACTORS

Categories:

Health Chemical Category: Ecotox Category:

Related Cases/Regulatory History:
Health related Cases:

Ecotox Related Cases: ey 0 |

Regulatory History:

MSDS/Label Information:

MSDS: Yes Label: No

General Equipment: protective gloves / chemical safety goggles / body covering and boots / provide adequate
ventilation.

Respirator: approved respirator

Health Effects: mild eye irritant

TLV/PEL (PMN or raw - none established

material):

. Summary of SAT Assessment

Fate:
Fate Summary: P-09-0135
FATE:




Health:

Health Summary:

Test Data:

Ecotox:
Ecotox Values:
Fish 96-h LC50:
Daphnid 48-h LC50:
Green algal 96-h EC50:
Fish Chronic Value:
Daphnid ChV:
Algal ChV:

Ecotox values comments:

Ecotox Factors:

BP = Dec. >220 EC (M)

H < 1.00E-8 (E)

POTW removal (%) = 90 via sorption and possible partial biodeg; OECD 310 (CO2 in sealed
vessels): NRB/28 d.

Time for complete ultimate aerobic biodeg = mo

Sorption to soils/sediments = strong - v.strong

PBT Potential: P2B2

*CEB FATE: Migration to ground water = negl

Expect poor absorption via all routes (pchem). Concern for dermal sensitization based on
submitted test data. Concern for liver toxicity and neurotoxicity based on brominated compounds.
Concern for mutagenicity [(+) for sister chromatic exchange, (+) in a mouse lymphoma assay];
uncertain concern for developmental toxicity [IMlll, L OEL = 160 mg/kg] and marginal concern
for oncogenicity ) based o
(-) Salmonella with and without activation; (-) E. coli with and without activation; rat dermal LDO
= 2000 mg/kg; slight skin irritation in rabbits, cleared by 48 - 72 hours; mild eye irritation in
rabbits; (+) for skin sensitization in a mouse local lymph node assay, EC3 = 23%

*(P) 0.76(M)
*(P) 0.64(M)
*(P) 0.56(M)
0.007(P)
0.014(P)
0.016(P)

Predictions are based on SARs for neutral organic chemicals; SAR chemical class = _
MW

This case had ecotoxicity studiies. See the attached spreadsheet for evaluation and details.
Conclusions are provided below.

Conclusion: Results from the three tests are considered valid. Due to low water solubility, low
nominal concentrations were used that generally agreed with measured concentrations in the fish
and daphnia tests. Because measured concentrations decreased over time, flow-through, continuous
renewal was emplyed for the fish and daphnia tests. For the static algae test, continuous renewal
was not possible and measured concentrations dropped over time. Algae appear to be the most
sensitive species with a 72-hour EC50 of 0.56 mg/L (for biomass). The concentration of concern
(CC) may be derived by dividing this value by 10 to simulate a chronic EC50, then dividing again
by an adjustment (uncertainty) factor of 10, yeilding a CC of 0.0056 mg/L or 5.6 ug/L, rounded to
6 ppb.

Assessment Factor: 10
Concern Concentration: 6






V1. Focus Decision and Rationale

Regulatory Actions
Regulatory Decision:
Type of Decision:

Rationale:

P2 Rec Comments:
Testing:

Final Recommended:
Health:

Eco:

Fate:
Other:

PMN Ban Pending Upfront Testing Decision Date:  01/15/2009

P09-0135 will be regulated under the TSCA 5(e) category for neutral organics
under the risk based authority for eco and fate. This PMN substance will also
be regulated for PBT health concerns. Potential health concerns resulted from
the PBT rating of P2B2T2, and PBT health testing is requested. Fate testing
required is the FISH BCF (OECD: 305). Potential risks to the environment
were high for both acute and chronic exposure. The company has already
submitted acute Eco test data; therefore, only chronic testing is requested.
Requested chronic tests are the continuous renewal method, analytical
measurement of test substance for Fish Early Life-Stage (OPPTS: 850.1400)
and Chronic Daphnia (OPPTS 850.1300). Continuous renewal method should
be used due to the low solubility of the PMN.

neration or Landfill: | /site-day over [}
days/yr from

cate: N I

SWC: 607.55 ppb

DW: LADD: i marka/d; ADR: | mo/kord

FATe: I G

SWC: 22.64 ppb

DW: LADD: mg/kg/d; ADR: [} morkord
>COC (1 ppb): dlyr

FATE: Stack Releases to Air

LADD: Jj mo/ka/d

Potential health concerns resulted from the PBT rating of P2B2T2, and
PBT health testing is requested.

The company has already submitted acute Eco test data therefore only
chronic testing is requested. Requested chronic tests are the
continuous renewal method, analytical measurement of test substance
for Fish Early Life-Stage (OPPTS: 850.1400) and Chronic Daphnia
(OPPTS 850.1300). Continuous renewal method should be used due
to the low solubility of the PMN.

Fate testing required is the FISH BCF (OECD: 305)..






SAT Report
PMN Number: P-09-0135
SAT Date: 1/9/2009
Print Date: 2/23/2015

Related cases: -

Health related cases:

Ecotox related cases: - Analogs: ||| | GG

Concern levels:

Type of Concern: Health Eco Comments

Level of Concern: 1-2 3 Health: ; Eco: chronic only
Persistence Bioaccum Toxicity Comments
2 2 2
Awaiting
Human Health
Entry
Awaiting
Human Health
Entry
Awaiting
Human Health
Entry
Exposure Based Review:
Health:
Ecotox: No
Routes of exposure: Health: Dermal, inhalation
Ecotox: All releases to water
Fate: ;
Keywords:
Keywords:

Summary of Assessment:

Fate:
Fate Summary: P-09-0135
FATE:
Liquid with MP <20 EC (E)

log Kow =
S



VP

BP = Dec. >220 EC (M)

H < 1.00E-8 (E)

POTW removal (%) = 90 via sorption and possible partial biodeg; OECD 310 (CO2 in sealed
vessels): NRB/28 d.

Time for complete ultimate aerobic biodeg = mo

Sorption to soils/sediments = strong - v.strong

PBT Potential: P2B2

*CEB FATE: Migration to ground water = negl

Health:

Health Summary: Expect poor absorption via all routes (pchem). Concern
for dermal sensitization based on submitted test data. Concern for liver toxicity and neurotoxicity
based on compounds. Concern for mutagenicity [(+) for sister chromatic exchange,
(+) in a mouse lymphoma assay]; uncertain concern for developmental toxicity [8E-Jjjjjjj. LOEL
= 160 mg/kg] and marginal concern for oncogenicity (il based on

Data: (-) Salmonella with and without activation; (-) E. coli
with and without activation; rat dermal LDO = 2000 mg/kg; slight skin irritation in rabbits,
cleared by 48 - 72 hours; mild eye irritation in rabbits; (+) for skin sensitization in a mouse local
lymph node assay, EC3 = 23%

Ecotox:
Test Organism| Test |Test End Predicted Measured Comments
Type [Point
fish| 96-h LC50 * 0.76
daphnid| 48-h LC50 * 0.64
green algal| 96-h EC50 * 0.56 0-72 hr EbC50
fish _ chronic value 0.007
daphnid _ chronic 0.014
value
algal _ chronic 0.016 or*
value
Sewage Sludge| 3-h EC50 _
Sewage Sludge| _ Chronic _
Value

Ecotox Values Comments:

Factors|Values Comments

Assessment Factor|10

Concentration of Concern|6
(ppb)

SARs




SAR Class

Ecotox Category

Ecotox Factors Comments:

SAT Chair: L Keifer 564-8916




INITIAL REVIEW ENGINEERING REPORT e
P-09-0135
Focus Ready Draft 1/15/2009

ENGINEER: Arnold \ JAS

PV (kaiyr): | I

Revision Notes/Assessment Overview:

SUBMITTER: ICL-IP America Inc. (submitter)

USE: Flame retardant fo . There is one reference in file CA o , itis for
use as a flame retardant for Analog |l is a flame retardant for .

OTHER USES: I is a chemical [N - is used o [
1

MSDS: Yes LABEL: No

Gen Eqpt: protective gloves / chemical safety goggles / body covering and boots / provide adequate ventilation.
Respirator: approved respirator

Health Effects: mild eye irritant

TLV/PEL: - none established

LVE PPE:

CRSS: AM):

Chemical Name: I

S-H20:

Physical State and Misc CRSS Info:
Neat: Liquid Mfg: NK - Import
Proc/Form:

SAT (concerns): (1/9/2009):

Migration to groundwater:

PBT rating: P2 B2 T2

Health: 1-2, Dermal, Inhalation

Eco: 3, Water (All releases to water with a CC = 1 ppb)

OCCUPATIONAL EXPOSURE RATING: 1B

NOTES & KEY ASSUMPTIONS:
Generated by the 06/07/2005 version of ChemSTEER. This IRER is for a PMN is used as a flame retardant for

, with a PV of [} ko/yr. The PMN is import only; therefore MFG is not assessed. Technical
contact was called; see contact report. The SAT report lists dermal/inhalation exposures; and releases to water with
a concentration of 1 ppb as concerns.



required, so all exposures and releases are considered.

——

P2 REC:

EXPOSURE-BASED REVIEW]J] [ criteria met)



P-09-0135

Use: Polyurethane Foam

Number of Sites/LocationJJ| submitter site(s)

unknown site(s)

Basis: Submission estimates use at. sites. Technical contact indicates PMN is imported at- concentration. No number of
days or batch size is provided. CEB assume. operating days. ChemSTEER calculates batch size of. kg PMN/batch.

Process Description:

ENVIRONMENTAL RELEASES ESTIMATE SUMMARY

IRER Note: The daily releases listed for any source below may coincide with daily releases from the other sources
to the same medium.

Water or Incineration or Landfill

High End: cjjjjjjjf <o/site-day over [fjday/yr from [Jsites or |l ko/yr

to: uncertain

from:

Water or Incineration or Landfill

Conservative: | site-day over [ day/yr from [sites or |Jj<o/yr
to: uncertain

from:

RELEASE TOTAL
-

OCCUPATIONAL EXPOSURES ESTIMATE SUMMARY

Tot. # of workers exposed via assessed routes: .
Basis:

Dermal:
Exposure to imported liquid PMN is assessed below. Exposures to final foam product are not expected, because

e I v CRSS.

Exposure to Liquid

High End: 1 [JjjJj mo/day over [Jjjj days/yr
Number of workers (all sites) with Dermal exposure: .

Basis: |







Exposure Report

PMN Number: P-09-0135
2/23/2015 2:27:05 PM

Assessor: Cinalli

Ratings
Non-Occupational: 1 Environmental: 2
Drop Criteria:
Criteria Reasoning:

Exposure Based Assessment:

Exposure-Based (Non-Occupational):
Exposure-Based (Environmental):

Exposure Parameter Exposure-Based

Persistent/Bioaccum Exposure Value
Surface DW: No
Fish Ingestion: No
Ground DW: No
Inhalation: No
Water Releases: No
Total Releases: No
Consumer Exposure: No

Recommended Fate Tests:

Consumer Use expected?
Consumer Use remarks:



Activity Scenario Sites Location

**Environmental Release Information for Those Releases Which Went to the Model (Release Identifier
Number)
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